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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)03 Responsive to communication(s) filed on 08 January 2007 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 15,21-26 and 44-47 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEl Claim(s) 15,21-26 and 44-47 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)E3 The drawing(s) filed on 26 February 2004 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Receipt is acknowledged of the papers filed 1/8/2007 in 
which claims 1-14, 16-20 and 27-43 were cancelled; claims 15 and 
21-26 were amended; and claims 44-47 were added. Claims 15, 21- 
26 and 44-47 are pending and under examination in the instant 
Office action. 

Any rejection of record not recited herein is hereby 
WITHDRAWN. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

Claims 15, 21 & 44-47, and therefore dependent claims 22- 
26, are rejected under 3 5 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the 
invention. These are new rejections which were, in part, 
necessitated by Applicant's amendment. 



Application/Control Number: 10/789,186 Page 3 

Art Unit: 1636 

Claim 15 recites w [a] recombinant organism comprising a 
PCR-mediated gene replacement vector comprising: 

(a) a A exo and a A bet nucleotide sequences encoding 
bacteriophage A .Red recombinase; 

(b) a A gam nucleotide sequence encoding bacteriophage 
anti-RecBCD; 

(c) a Ptac promoter sequence operably linked to the 
nucleotide sequence of (a) and (b) ; and 

(d) a nucleotide sequence encoding Lad operably linked to 
its native promoter; and 

(e) at least one origin of replication sequence which 
confers low copy number on the vector , 

wherein the recombinant organism is a pathogenic species " 
in lines 1-11 (emphasis added) . 

Claim 15 is vague and indefinite in that the metes and 
bounds of a "PCR-mediated gene replacement vector" are unclear. 
Does Applicant intend a vector which is capable of replacing 
genes with PCR products,, such as a vector which encodes a 
recombinase; or does Applicant intend, e.g., a vector which has 
had a gene replaced as a result of a PCR reaction? 

Similarly, claims 45-47 recite a "PCR-mediated gene 
replacement vector" in lines 1-2 of each claim. Claims 45-47 
are also vague and indefinite as explained for claim 15, above. 
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Claim 15 is also vague and indefinite, in that the metes and 
bounds of an "origin of replication sequence which confers low 
copy number on the vector" are unclear. For example, is an 
origin of replication sequence which confers a "low" copy number 
on the vector one that results in an average of 5, 500 or 5,000 
copies of the vector per transformed organism? The 
specification does not provide a standard for ascertaining the 
requisite degree, and one of ordinary skill in the art would not 
be reasonably apprised of the scope of the invention. 

Similarly, claims 45-47 recite an "origin of replication 
sequence which confers low copy number on the vector" in lines 
9-10 of each claim. Claims 45-47 are also vague and indefinite 
as explained for claim 15, above. 

Claim 15 is also vague and indefinite in that the metes and 
bounds of a "pathogenic species" are unclear. Does Applicant 
intend any organism which can be opportunistically pathogenic to 
humans, such as pathogenic strains of bacteria; or does 
Applicant, intend, for example any organism which can be 
pathogenic to another organism? 

Similarly, claim 21 recites a "pathogenic species" which is 
"pathogenic Escherichia coli" in lines 1-2. Claim 21 is vague 
and indefinite in that it is unclear which strains of E. coli 
are encompassed as "pathogenic" species. Does Applicant intend 
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only species of E. coli which are opportunistically pathogenic 
to humans or does Applicant intend any E. coli species which is 
pathogenic to another organism? 

The following is a quotation of the first paragraph of 3 5 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 15, 21-26 and 44-47 are rejected under 35 U.S.C. 
112, first paragraph, as failing to comply with the written 
description requirement. The claims contain subject matter 
which was riot described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the 
inventors, at the time the application was filed, had possession 
of the claimed invention. This is a new matter rejection. This 
is a new rejection necessitated by Applicant's amendment. 

The specification as originally filed does not provide 
support for the invention as now claimed: " [a] recombinant 
organism comprising a PCR-mediated gene replacement vector ..." 
(see claim 15 and 45-47, lines 1-2; emphasis added) . The . 
specification does not provide sufficient blazemarks nor 
direction for the instant vectors encompassed by the above- 
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mentioned limitation, as currently recited. The instant claims 
now recite a limitation, . which was not clearly disclosed in the 
specification as filed, and now changes the scope of the instant 
disclosure as filed. Such a limitation recited in the present 
claims, which did not appear in the specification as filed, 
introduces new concepts and violates the description requirement 
of the first paragraph of 3 5 U.S.C. 112. 

Conclusion 

No claim is allowed. 

Certain papers related to this application may be submitted 
to the Art Unit 1636 by facsimile transmission. The faxing of 
such papers must conform with the notices published in the 
Official Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 
(December 28, 1993) (see 37 C.F.R. § 1.6(d)). The official fax 
telephone number for the Group is (571) 273-8300. Note: If 
Applicant does submit a paper by fax, the original signed copy 
should be retained by Applicant or Applicant's representative. 
NO DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the 
processing of duplicate papers in the Office. 

Any inquiry of a general nature or relating to the status 
of this application or proceeding should be directed to (571) 
272-0547. 

Patent applicants with problems or questions regarding 
electronic images that can be viewed in the Patent Application 
Information Retrieval system (PAIR) can now contact the USPTO's 
Patent Electronic Business Center (Patent EBC) for assistance. 
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Representatives are available to answer your questions daily 
from 6 am to midnight (EST) . The toll free number is (866) 217- 
9197. When calling please have your application serial or 
patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the 
problem. The Patent Electronic Business Center will notify 
applicants of the resolution of the problem within 5-7 business 
days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic 
Business Center is a complete service center supporting all 
patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent applications to view 
the scanned images of their own application file folder (s) as 
well as general patent information available to the public. 

For all other customer support, please call the USPTO Call 
Center (UCC) at (800) 786-9199. 

Any inquiry concerning rejections or objections in this 
communication or earlier communications from the examiner should 
be directed to Walter Schlapkohl whose telephone number is (571) 
272-4439. The examiner can normally be reached on Monday 
through Friday from 8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Joseph Woitach can be 
reached at (571) 272-0739. 



Walter A. Schlapkohl, Ph.D. 
Patent Examiner 
Art Unit 1636 




March 19, 2007 



